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III. REMARKS/ARGUMENTS 

A. Restriction Requirement 

The Examiner has made a Restriction Requirement in the present Office Action, and has 
stated that the appUcation must be restricted to one of the following inventions: 

Group I: Claims 1-16 drawn to a method for managing a patient with Alzheimer's 
disease or at risk of developing Ahzheimer's disease, classified in class 
514, subclass 171 and 548 for example. 

Group H: Claims 17-21 drawn to a kit for an assay of AP serum concentration 

comprising specific components herein, classified in class 514, subclass 
171 and 548 for example. 

Group ni: Claims 22-40 drawn to a method for treating, preventing, or inhibiting an 
APP processing disorder in a mammal, classified in class 514, subclass 
171 and 548 for example. 

ELECTION 

hi response to the restriction requirement, Applicant hereby, without traverse, elects 
Group I, Claims 1-16 drawn to a method for managing a patient with Alzheimer's disease or at 
risk of developing Ahzheimer's disease. The claims have been amended without prejudice 
accordingly. 

In response to the election of species requirement under 35 U.S.C. 121, Applicant hereby 
provisionallv elects the following species with traverse : 
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"lovastatin" as the active ingredient. 

It is respectfully submitted that all of the pending claims (claims 1-16) read on this active 
ingredient. 

This election is made with traverse as the Examiner is requested to consider all of the 
subject matter of the pending claims and not simply the species vi^hich is elected. The 
Examiner's attention is respectfully directed to the Manuel of Patent Examining Procedure, 
Eighth Edition, Incorporating-Revision No. 1, § 803, a copy of which is attached, which states 
the following: 

If the search and examination of an entire application 
can be made without serious burden, the examiner must examine 
it on the merits, even though it includes claims to independent 
or distinct inventions. 

Applicant respectfully submits that the search and examination of the entire appHcation 
can be made without serious burden, and therefore respectfully requests that the Examiner 
remove the election requirement as to the species and consider all of the subject matter of the 
pending claims. 

Applicant respectfully submits that the requirement for election of a species is particularly 
unduly restrictive to the applicant. However, this traversal is not to be construed as an admission 
by the applicant that the species are not patentably distinct. Applicant is respectfully traversing 
on the sole grounds that the search and examination of the species can be made without serious 
burden to the Examiner. 
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It is believed that no fee is due for this response. If it is determined that any fee is due, 
the Examiner is specifically authorized to charge said fee to Deposit Account No. 50-0552. 

An early and favorable action on the merits is earnestly solicited. 

Respectfully submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 




Reg. No.Ui,240 



Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14* floor 
New York, New York 10018 
(212) 736-1940 
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RESTRICTION IN-APPmC ATIOMFIEEr) U] 

-J 

1802.01 iMeaning^Dfi^'Iiidepentof lO:f;OB 
^■t^and|®istiiicf ? m^^^ ■ 2- 

35 U.S.C. 121 quoted in' the preceding section 
states that the^Cpiicums^ipper^ if 
two ^or inorej;ind4)%d^ Md di5t^nc^:^yen1^ 
clam§^^ 

si^mei^ that 
i|^^|ii^t.^ 

raisesjjth&jqu^^ 
which: the Coinniissjone 
ihis,:.:in> tuni;i depends; onyth^ ^cQi^teuctipm 
expressiOT""independent a^ddistinctf|4nventions^iO 
Ir-'Indepeiideht'-v/oLcou^ 

Mstihctl'tmeanl the sSW6.^thiagiffieffii«^lu3aM?i^ 
statute' and/ iri'the^raleWxeduT^^ 
somethings different;6then/ ithe :NgiiestionqariSes;;^ as?^ to 
what .the difference .fLn^ J meanih^^ ^two 
words;in.ayibeirpie*earings'bW 
Gorigress corisidering>.the. rcodificationrof r ^.the spatpnt 
laws iindicateithat 35) Mi:S\®;il^lf:^ifenaGts>asilaw^ 
ing. praetiGe-withrespectito' division^cat theisameitime 
mtroducmg a number, of )chaiiges:Ii^i tfjanial^ops:! hnn 
The report on the hearings does not mention as ^a 
chmip^that'S'ini^ 

the Commissioner may properly require division. 

;The'^t&ih^^lfe^^^ |StiQAi| 
means not dependent A large number of subjects 
between' A\^clH^,^ 

6kan^e^ tiM^ a sutifipnil^ 

as 'jproc^^sr^a^^ ap^kr^tU^' used pcslctx^^^ 
pfecfesS;' as-^cCtr^ kiid thfe' pro6fess':'m 
coiripidgi^K)!! is tiie<i;*1as'pk)ces^ made 
by sUch^itfo^^s; adl^ff 

wfere mtdiiS^di direct the Cdm^ hey^'- 1^^ 

approve division tibtween d^p^ehdeiit' xnveMorii'^^ 
w6M^>^^independerit'* f would tclearly ihaVesibeentiiised 
alone/. If the Comiiiissioiier has'Sufhont^:p£*dis^^ 
tO' restrict'indepehdent ^ iriveiition^^ -SMy,? then orfeshic^ 
tion, would-be improper as between: dependent mven* 
tions, ergj^: the :-examples*JUsedi :>ifor^. purposeV^of 
illustration abover Such was , .clearly -n^t thd intent iof 
Congress; Nothingi'ih; the lang^^ StatSitfe aiid 

nothing in the hearings of thle'committees .indicate iany 
intent to change the substantive/ law Q.nLthi&'i^subject:. 
Ontbextintrary; jpihder of .theitete'" 
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term "independent",undicates^ lack of ^such iiitentr^Me 
law has long been estabUshed .that depeMeritfiriveri^ 
tions, (frequently tended, related ,^uch. as 

used "for illu§teaii(^ ip^jj^e^prp^ 
they are, in fact,"distinc^^^^^ 

The tchh^m^ri^Wm'^M 
that there is no disclosed relationship between the two 
or niore^^uiiij^cts discloseci^ that= i^ th^ "^e^;!^^ 
nected iii deSign;^!^^^ ( i) 

species under a genus which species ^e not usable 
toi6tHer''^pyi^lbs^ 

kckpaWe"'oif bbifl:g''^^ in pracficihg tfe i^focess. ' 
' ; 'the . ;^erm^ n^^^^^^ 

jects as disclosed are re^^^^^ for' example,* as combi- 
nation and part (subcombination) hereof, pyq^e^^^^.a^^^ 
apparatus for its practice, process ' and' prbducfmade^^ 
etc., but ^are .capable of separate manufacture,^^ or 

a^s:^ain^^ 

. an^^^xic^^X^y 
may each be unpatentable because of the pnor art), it 
Willbe -notej-thatin^his dgfiffi^iotf tlielefe^ rfelateid is 
tased^^s^aif altOTiativg f6i^''de^'fe'ndSnt-'itf%efei^ii'4o 
SulyeetS 'other %iMMddpe^ sutyects??^''-**- ''-^ 

It is further noted that the teiffis"^'MfepeE^^^ 
? 'distinct'^ lare^ -used in- decision&cjvithi varyingr:knean- 
ings.^f : All decisions should becreadfcarefullyfdiaJ^ 
mine .the: meaning intendedi^i ct 'K.> ^ninu^fK 

802.02 Definition of Restriction (^t^i 

Restriction; a' genMc teM iiicWdes" the' pi^abtid^ 
requiring airi election bStwI^eh' cfi^tinct liiv for 
example, election b^tkv^M^'coM 
bination -inventibiis^^Snd M'pra^ relatiii|:':tx>^^aii 
election ' betw&h' indeperidf&^^^ iriventi6hs,;for 'exanT;^ 
piie and election of species: 

803 Restriction - When Proper ^ 

..K -t^- , /■ ^tixh^^z ':ry^^ ■■■■ 

• Under -the .statute ^anr:apj)lication^^ =*e 
requked to: be irestrictedvitO; one of two: or more 
claimed inventions only iif ithfey^are^ ^able toi support 
separate patents and they are eithea:.*=iiidepfeiident 
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MANUAL OF PATENT EXAMESriNG PROCEDURE ; 



(MPEPv§;j806.04 - §i 806.04(i)) or distinct (MPEP 
§t8b6:05.H'&806.05(i))>.^ ; - 

' Ef the search and exfeunatiofi of an entire' applica- 
tion can be miade without seribuy burden, the exam- 
iner rhust exariiine it on the merits, even though it 
includes claims to independent or distinct mventions. 

CRITERIA FOR RESTRICTION BET\VEEN 
PATENTABLY DISTINCT INVENTIONS 

There are two criteria for a, proper requirement. for . 
restriction betweeri patentably distinct inveiitions: . , 

(A) . The ; inventions, must be, independent, (^ee 
MPEP §. 802.01'^ : §'806.04,. § 868.01) or distinct as 
claimed (see^^ MPEP § 806:05 - § 806.05(i));'ancl 

(B) There must be a serious burden on the exam- 
iner if restriction is required (see MPEP § 803.02, 
§'g06:(W(a)y 

g6iiM^%es';^^^ " ■ V' ' '.^ 

' Examihers'mu^^^^^^ and/or examples 

to sup^ ^^^^^^4?^^^ ^ 

support thfe resWction reqtike^ in mosf Ms^s: . ; ^ 

: Where • plural inventions ,arer;capable ©f . ^being 
viewed as relatedin,two_;W both applicable criteria . 
for distinctness must Ae ^ demonstra 
restriction requirement. ; . - 

If there is an^ express: adriiission that the claimed 
inventions, are obvious over: each ^ other within the 
meaning of 35 U.S.C. 103,.restrictionrshould not be 
required. In re Lee, 199 USPQ 108 (Comm'r Pat. 
1978). i^V^'J' ^-'^J^ fc : A.. ^ ^ 

For, puiposes of .the initial requirement, a serious 
burdejij.^on the, exam may .be prima facie shown if 
the./examiner shows, by .appropriate explanation of 
separate, classification,. or., sepm^ art, or 

a,',; different jiel^ . of;' search , • as. :,d^fiii.ed; ,in MPEP 
§ 868!02/ That pr/m^/ac^^^ showing may be rebutted 
by appropriate showings or evidence by the apphcant. 
Insofar as the criteria for restriction practice relating 
to Markush-type claims is concerned, the criteria is 
set forth in MPEP § 803.02. Insofar as the criteria for 
restriction or election practice relating to claims to 
genus-species,. see.MPEP '§ 806.04(a)' - i 806;04(i) 
and § 808.01(a): . . / ^ , . - - 



803;0rm^^e^^by Examiner Awith 
at Least Partial Signatory 
Authority 

' Sihc^ "rcquirenients fb^ restiiction undei* 35 U.S.C 
121' ' are ^;disc^^^^^ with th^ \ C6nmiissi^^^^ it 

Bfefcoihes vei^' iinpbrtant that the practical^ under this 
s^itjff^'be'^c^eftilly ^dimnistered. Ncrt^^^ithstahdi^g 
dfeiiKct^at this sedtioii^df the statiite ^{)arently prd-^ 
tects ttie applicant against the dangers that previously 
mi|Ht-^have' fesfult6d'= from ^cbmpliance' with an 
improper ^ reqiiire^^ IT STILL 

REMAINS^ >mPORTAiSn^ > FROM' THE STAND- 
POINT ^ OF -THE PUBLIC INTEREST THAT NO 
REQUIREMENTS .BE MADE- WHICH. MIGHT 
RESULTcIN^THE KSUANGE OF TWO PATENTS 
FOR.TttE;;SAME;. mMEMTION^^Therefore, to guard 
against thisi possihiMty, only :ariiexaminer with: perma- 
nent iOBtemporai^dM? signatory. aut^^ may :sign 
fmal»':andf Jion-fiMnOffibeja^^^^ xontaining;a 'final 
requiiemeritcfomre&tnction,-^e^ tan examiner 

with$eHnanent:or:lemporai7 

ityamayc sign non-finali;Office^.actions' containing : a 
final requirement for restriction; ^t'!r!-fvr; r 'i- : ^^--rs- 

PRACTICE RE MARKUSH-TYEE CLAIM^^ 

j^'.^^^tite.jm^ S^P^: ^'}^ 

cientty ox i§9 ciose;|y related.,^ 

sea](*chi.ai^ -^^^M^^^ 
rmd^i without serious ^ burden,.. ,th.e.. examiner/ must 
exainm of .the the 

claim 01^^ merits!i>y^n^!^^ are^^ec:ted^^ 
mdepen^ (iistinct Ixi. ^ych .a ^case, 

th'elexarniner^^^ follow thp/procedi^e .des 
below and will .... . - . , 

;oSince:the:.decisions dn In re -Wefoer, 580 >F2d:455, 
19&*[SRQ.)3^;<(GGPA-1978)' md^ Inire Haas. 580 
E2da46r;;19aU5PQ:a34 (CGPAvl978),:it is improper 
for the ]0ffice;tb refuse; to examine that which appli- 
caritsjregard as their: invention, unless the subject mat^ 
terin;a, claim; lacks;unity of invention. /h re HamisK 
631 E2d 716;v206:.USEQ.300:(GCPA.1980); and Ex 
parmHozumi, 3.USPQ2d 1059 (Bd. Pat.. App. & Int. 
1984i).^=-Brbadlyi unity of invention exists where com- 
pdurids/ihcluded within a Markush group (1) share a 
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